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Presenter Notes
Presentation Notes
Today's topic is IRB membership. We will focus on Section 107 of the federal regulations that talks about IRB membership requirements.
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Presenter Notes
Presentation Notes
The first requirement is there has to be a minimum of five members to be considered a duly constituted IRB. 



Characteristics

Qualifications
• “Professional competence”

• Experience
• Expertise

Representative of…
• Community attitudes

• Promote respect for its advice and 
counsel in safeguarding the rights 
and Welfare of human subjects

Presenter Notes
Presentation Notes
The regulations go on to talk about the various characteristics that should be looked for among the members of the IRB. The first qualification is professional competence as displayed through experience and expertise. For example, are they a Ph.D. level training and expert in their area, or have an advanced medical degree or pharmacy degree, a nurse and years of experience? They're not someone straight out of college but have work experience to back up that training in a field of science or learning.Second, can they represent the community attitudes where the research is taking place? Will they promote respect for the advice and counsel and safeguarding the rights and welfare of human subjects? The rights and welfare of human subjects is the one job of the IRB members.



Additional Requirements

Diversity of members
• Race
• Gender
• Cultural background/sensitivity 

Presenter Notes
Presentation Notes
The regulations go on to list additional requirements for the members of an IRB board. There should be diversity among the members. They should not all be one race, gender or background. You want a mix of people looking at research from different vantage points to identify all the potential areas of risk for subjects so that they can be minimized as much as possible, and that the subject is informed of those risks to be undertaken.



Additional Expectations

“The IRB shall be able to ascertain the acceptability of 
proposed research in terms of institutional commitments 
(including policies and resources) and regulations, applicable 
law, and standards of professional conduct and practice.”

Presenter Notes
Presentation Notes
Additional expectations for board members is that they should be able to ascertain the acceptability of proposed research in terms of institutional commitments. This means the institutional SOPs and resources and capabilities.Do we have the staff with the expertise to do this study?Do we have the lab space or the interview space to do this?And regulations, local law and standards of professional conduct and practice all play a part in reviewing protocols and then, most importantly, protecting the research subject.



Additional Expectations

“The IRB shall therefore include persons knowledgeable in these 
areas. If an IRB regularly reviews research that involves a category 
of subjects that is vulnerable to coercion or undue influence, such 
as children, prisoners, individuals with impaired decision-making 
capacity, or economically or educationally disadvantaged persons, 
consideration shall be given to the inclusion of one or more 
individuals who are knowledgeable about and experienced in 
working with these categories of subjects.”

• IRB members
• Consultants

Presenter Notes
Presentation Notes
The IRB shall therefore include persons knowledgeable in these areas. If an IRB regularly reviews research that involves a category of subjects that is vulnerable to coercion or undue influence, and they cite the usual vulnerable population: children, prisoners, individuals with impaired decision making or those economically or educationally disadvantaged. You need to have someone serving on the board who has knowledge about and experience in working with these categories of subjects and can understand any of the special needs for them.This can be accomplished by having IRB members serve on the board who work with children, prisoners and so on, or consultants. And we'll talk a little bit more later. 



Non-scientist Member(s)

(b) Each IRB shall include at least one member whose 
primary concerns are in scientific areas and at least 
one member whose primary concerns are in 
nonscientific areas.

Presenter Notes
Presentation Notes
The regulations state that we must have at least one member whose primary concerns are scientific. So you have to have at least one scientist and at least one member who is a non-scientist, at least one or more on every board. Without the non-scientist at the board meeting,you do not have quorum, even if everyone else is there.So the meeting must stop without the non-scientists listening and participating.



Non-scientist Member(s)

• Scientist/Nonscientist – Members whose training, background, and 
occupation would incline them to view scientific activities from the 
standpoint of someone within a behavioral or biomedical research 
discipline should be considered a scientist,

• While members whose training, background, and occupation would 
incline them to view research activities from a standpoint outside of any 
biomedical or behavioral scientific discipline should be considered a 
nonscientist. 

• The IRB must have members with sufficient 
knowledge of the specific scientific discipline(s) 
relevant to the research that it reviews.

Presenter Notes
Presentation Notes
The regulations go on to give us better guidance about what a non-scientist is and this comes from the FAQs on OHRP's website where they define these are members whose training, background and occupation would incline them to review scientific activities from the standpoint of someone within a behavioral or biomedical research discipline. These should be considered scientists.So if you have a Ph.D. in chemical engineering or a Ph.D. in pharmacy or an M.D. physician, those are people or scientists. They've been trained in the scientific method and they work in this area. While members whose training, background and occupation incline them to view research from the standpoint of any biomedical or behavioral scientific discipline would be considered a non-scientist people outside biomedical or behavioral scientific.So a Ph.D. in political science or economics is a scientist. But someone whose undergraduate degree is English would definitely be a non-scientist, someone with a degree in education, someone who works in the community as a florist. They may have had a college education in some field, but all of their work has not been in what their undergraduate education was in, but is now working in another area altogether.In addition, the regulations and fine print that has great meaning. The IRB must have members with sufficient knowledge of the specific scientific disciplines relevant to the research that it reviews. So if you're reviewing an oncology study, you need an oncologist. If you're viewing medical research, clinical research, you have to have clinicians serving on the board. Doesn't mean you have to have expertise in all the subcategories of clinical research. But you need to have someone who has a broad understanding of clinical research, of specific areas. And if you're doing research with children, you need to have a pediatrician on the IRB. So that's why rosters strive to have a broad representation of all the potential areas that will be under review on the meeting agenda.



Unaffiliated Member

(c) Each IRB shall include at least one member who 
is not part of the immediate family of a person who is 
affiliated with the institution.

Presenter Notes
Presentation Notes
The regulations go on to add yet another requirement for an unaffiliated member. This has to be someone who is not part of the immediate family of a person affiliated with the institution. So IRB members cannot ask their family members to serve on the board because they have a link to someone affiliated with the institution. The idea here is that this is someone who is completely objective about research being submitted to IRB for review.



Affiliation

An employee or agent of the organization registering the IRB (or a member of that person’s 
immediate family) is considered affiliated. 
Affiliated members include, but are not limited to, individuals who are: part-time employees; 
current students; members of any governing panel or board of the institution; paid or unpaid 
consultants; healthcare providers holding credentials to practice at the institution; and 
volunteers working at the institution on business unrelated to the IRB. 
An individual that has no affiliation with the organization registering the IRB, other than as an 
IRB member, is considered unaffiliated with the entity operating the IRB. Unaffiliated members 
may include people whose only association with the institution is that of a patient, subject, or 
former student at that institution. 
Paying unaffiliated members for their services would not make the member “otherwise 
affiliated” as stated in the regulations, or cause the member to have a conflicting interest.

Presenter Notes
Presentation Notes
What is affiliation? It's someone who is an employee or agent of the organization that is registering this IRB or a member of their immediate family. They're considered affiliated, these members, but are not limited to individuals who are part time employees, current students, members of a governing panel or board. Whether it's paid or a volunteer position on the board. They are paid or unpaid consultants, health care providers, holding credentials to practice at the institution. So a physician in the community who has privileges at one of the UNC hospitals is considered affiliated. Volunteers working at the institution on business unrelated to the IRB.An individual that has no affiliation with the organization other than as an IRB member is considered unaffiliated with the entity that operates the IRB. So unaffiliated members may include people whose only association with the institution is that of patient, subject or former student of the institution. Patients who have been study participants or the parents of study participants can serve on the IRB. People who graduated from the institution, can serve on the IRB. Paying unaffiliated members for their services would not make them otherwise affiliated.



Conflict of Interest

(d) No IRB may have a member participate in the IRB’s 
initial or continuing review of any project in which the 
member has a conflicting interest, except to provide 
information requested by the IRB.

Presenter Notes
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Conflicts of interest is mentioned as a concern for membership on the IRB. No IRB member can participate in the discussion of initial or continual review of a project where they have a conflicting interest.As we know, members are asked at the beginning of every meeting to declare any conflicts and they are recused from the discussion and vote on that particular protocol.



Use of Consultants

(e) An IRB may, in its discretion, invite individuals with 
competence in special areas to assist in the review of 
issues that require expertise beyond or in addition to 
that available on the IRB. These individuals may not 
vote with the IRB.

Presenter Notes
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The use of consultants is encouraged. Any time the IRB feels it does not have sufficient expertise in certain areas in order to review a protocol on the meeting agenda. These members will have to sign a certificate of confidentiality. They will be given access to all the information about that submission. They will present their report either in writing or in person. However, they may not vote on the agenda item. They can give their comments and recommendations. But the final vote is only done by board members.



IRB Membership

Must have at least five members
Must have expertise and experience
Must have diversity
Must have a non-scientist
Must have an unaffiliated member
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So to wrap up our presentation today, IRB membership requires at least five members. They must have sufficient expertise and experience to review the protocols on the agenda. If you don't have the expertise you need, you can bring in a consultant. Membership needs to be diverse. With different areas of expertise. All the members cannot be from one scientific area, one discipline, one ethnic group or one gender. Further, you must have a non-scientist and an unaffiliated member among the membership to review protocols.Thank you and good day!
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